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Vaccine Policy Issues 



Summary 

This report’s focus is on vaccination, one of the most cost-effective methods 
available to prevent infectious diseases. Whether a vaccine’s target is naturally 
occurring or present because of hostile intent, the issues policy makers must deal 
with include vaccine development, production, availability, safety, effectiveness, and 
access. Vaccines are biologies: their basic components begin as living material. 
They introduce bacteria or dead or weakened viruses into a person or animal to 
stimulate an immune reaction that the body will remember if assaulted by the same 
pathogen in the future. 

There is no central federal authority for vaccine policy. In the Department of 
Health and Human Services (HHS), the National Vaccine Program Office (NVPO) 
coordinates vaccine-related activities, and the Food and Drug Administration (FDA) 
is responsible for the regulation of vaccines and other biologies. Also involved in 
vaccine activities are other components of HHS (e.g., the National Institutes of 
Health, the Centers for Disease Control and Prevention, and the Health Resources 
and Services Administration), the Departments of Defense, Veterans Affairs, and 
Homeland Security, and the U.S. Agency for International Development. 

Concerned about bioterrorist attacks in the United States, the 107th Congress 
passed several vaccine-related measures and the 108th Congress continued with 
legislative and oversight activities regarding the development and purchase of 
vaccines against possible bioterrorist attacks and dealing with the sudden shortage 
of influenza vaccine at the outset of the 2004-2005 flu season. 

Obstacles to vaccine availability — such as production costs, concern for 
liability expenses, weak markets, and difficulties in predicting need — often have 
economic roots. As mechanisms to enhance availability, Congress may consider 
financial incentives, public-private partnerships, improved coordination, and 
alternatives to safety and effectiveness documentation. 

A pillar of U.S. policy on drugs and vaccines is the protection of the individuals 
who use them. FDA does not license a product for sale in the United States until it 
is satisfied that the vaccine is safe and effective. Scientists, clinicians, Members of 
Congress, and the public must make decisions of vaccine safety despite uncertainties 
and varying perceptions of risk. To ameliorate the difficulties, Congress could 
address post-licensure adverse-event surveillance, education and risk communication, 
studies in pharmacoepidemiology and pharmacoeconomics , and improving available 
mechanisms to compensate individuals injured by vaccinations. 

Successful development and production of safe and effective vaccines does not 
ensure that everyone who needs a vaccine gets it. Congress may take up the 
coordination of government childhood immunization programs and financing levels 
and strategies for vaccine-related care. Noting concern for health needs of 
developing countries, some Members seek to increase access to existing vaccines and 
to spur development of affordable vaccines for global health threats. This report will 
be updated as warranted. 
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Vaccine Policy Issues 



Vaccines are almost staple topics in daily U.S. media. Television news viewers 
have known about a flu vaccine shortage and that heated differences of opinion 
highlight discussions of possible risks involved in both routine childhood 
immunizations and vaccinations that the U.S. military requires of its personnel. 
Some may even have heard that scientists recently announced some success with a 
malaria vaccine. 

This report’s focus is on vaccination, one of the most cost-effective methods 
available to prevent infectious diseases. Whether a vaccine’s target is naturally 
occurring or present because of hostile intent, the issues to address include vaccine 
development, production, availability, safety, effectiveness, and access. 



Background 



What Is A Vaccine? 

Vaccines are biologies — their basic components begin as living material — 
that introduce “weakened or killed disease-causing bacteria, viruses, their 
components” 1 (such as proteins, recombinant proteins, or polysaccharides) or toxoids 
into a person or animal to stimulate an immune reaction that the body will remember 
if exposed to the same pathogen in the future. Most vaccines are given by injection. 

Although many people use the words vaccination , immunization, and 
inoculation interchangeably, the terms are not technically synonymous. Vaccination 
is “the physical act of administering any vaccine ...” and immunization is a “more 
inclusive term denoting the process of inducing or providing immunity artificially by 
administering an immunobiologic.” 2 Inoculation also involves introducing a 
microorganism but not necessarily intentionally; the term vaccination was coined to 
mean intentional inoculation with the vaccinia virus that causes cowpox to provoke 
an immune response to protect against the smallpox virus. 



1 Food and Drug Administration (FDA), “Vaccines Provide Effective Protection and FDA 
Makes Sure They are Safe,” Just the Facts, FDA Publication No. FS 02-6, Feb. 2002, at 
[http://www.fda.gov/opacom/factsheets/justthefacts/19vaccine.html], visited Nov. 22, 2004. 

2 Centers for Disease Control and Prevention, General Recommendations on Immunization: 
Recommendations of the Advisory Committee on Immunization Practices, Morbidity and 
Mortality Weekly Report (MMWR), 1994;43 (No. RR-1). 
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The U.S. Food and Drug Administration (FDA) licenses 46 vaccines, covering 
20 diseases, now available for public use in the United States. 3 Dozens more are in 
active development; research teams worldwide are working to develop vaccines 
against tuberculosis, malaria, HIV/AIDS, Alzheimer’s disease, some cancers, and 
other diseases of which most Americans have never heard. The National 
Immunization Program, part of the U.S. Centers for Disease Control and Prevention 
(CDC) and its Advisory Committee on Immunization Practices (ACIP), issues 
recommended immunization schedules for children, adolescents, and adults in the 
United States. 4 

Procedures for the Approval and Regulation of Biololgics 

FDA procedures to approve a biologic for marketing in the United States follow 
the same basic format as the procedures for new drug approvals. 5 Animal testing is 
extensive, including the safety assessment of the viruses grown in animal or human 
cells. After satisfactory animal safety testing, clinical trials in humans begin. 

Phase I clinical trials, which include a small number of human volunteers, test 
for safety. The sponsor continues with Phase II and Phase HI trials to gather evidence 
of the biologic’s effectiveness in larger groups of individuals, while continuing to 
monitor safety data. If the product remains feasible, the sponsor, based on data 
collected in the clinical trials, submits two license applications to FDA: a product 
license for the vaccine and an establishment license for the manufacturing plant. 

FDA scientists review the clinical data, along with the proposed labeling and 
manufacturing protocols; inspect the manufacturing facility to assess whether it can 
produce a consistent product; and performs test on the vaccine and its components. 
Advisory committees, made up of experts from outside of FDA, also review the data, 
are available for consultation, and make recommendations to FDA regarding 
approval. 

Because contamination is a greater threat with vaccines than with drugs because 
they are made from living organizations, FDA maintains an active presence even 
after a vaccine is approved. It requires extensive testing of vaccines and all 



3 A smallpox vaccine is available only through DOD or CDC programs. Vaccines Licensed 
for Immunization and Distributed in the U.S., information last updated Sept. 21, 2004, at 
[http://www.fda.gov/cber/vaccine/licvacc.htm], visited Oct. 16, 2004. 

4 For 2004, ACIP recommendations, which vary by age and medical conditions of potential 
recipients, include vaccines for diphtheria, Haemophilus influenzae type b, hepatitis A, 
hepatitis B, influenza, measles, meningococcal disease, mumps, pertussis, pneumococcal 
disease, polio, rubella, tetanus, and varicella (chicken pox) ([http://www.cdc.gov/nip], 
visited Oct. 25, 2004). 

5 The FDA website provides links related to the FDA approval process for biologies; for 
example: Isadora B. Stehlin, How FDA Works to Ensure Vaccine Safety, FDA Consumer, 
Dec. 1995, at [http://www.fda.gov/fdac/features/095_vacc.html]; and Michelle Meadows, 
Understanding Vaccine Safety: Immunization Remains Our Best Defense Against Deadly 
Disease, FDA Consumer, July-Aug. 2001, at 
[http ://www .fda. gov/fdac/features/200 1 /40 1 _vacc . html] . 
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ingredients (e.g., diluents, preservatives, or adjuvants) for characteristics including 
identity, purity, and potency. FDA continues to assess the production process, too, 
including samples of each lot and data regarding purity and potency. 

Finally, because even large clinical trials can identify only common potential 
adverse effects, FDA maintains postmarketing surveillance programs and sometimes 
works with a manufacturer in Phase IV studies of long term safety and effectiveness. 

Stakeholders 

Many groups have a stake in vaccine-related issues, including the government 
entities responsible for research and development, licensing, post-licensing 
surveillance of adverse reactions, provision of health care, protection of the 
population, interstate and international trade, intellectual property protections, and 
homeland security. 

There is no central authority for vaccine policy within the federal government. 
In the Department of Health and Human Services (HHS), the National Vaccine 
Program Office (NVPO) coordinates vaccine-related activities and the FDA is 
responsible for the regulation of human vaccines and other biologies. 6 The National 
Institutes of Health (NIH) conducts intramural vaccine research and development and 
funds research in universities, for example. CDC, charged with protecting the health 
and safety of the population, houses the National Immunization Program (NIP) and 
its ACIP, which work to coordinate nationwide activities, including the Vaccines for 
Children (VFC) program and the state immunization grants program. 7 CDC also 



6 In the United States, FDA — mostly within its Center for Biologies Evaluation and 
Research (CBER) — bears the responsibility for vaccine regulation, primarily under the 
authorities granted the Secretary of HHS in the Federal Food, Drug and Cosmetic Act and 
the Public Health Service Act. To receive a license from FDA to market a vaccine, the 
sponsor (often the manufacturer) must demonstrate to the satisfaction of FDA that the 
product is safe and effective for human use. Data to support those claims come, primarily, 
from clinical Rials. Once a product is approved, the sponsor must comply with detailed 
Good Manufacturing Practices (GMPs) and regulations concerning the surveillance of 
adverse reactions among individuals receiving the vaccine. FDA policies regarding vaccine 
approval are similar to FDA policies for prescription drugs. See CRS reports focusing on 
drugs: CRS Report RF30989, The U.S. Drug Approval Process: A Primer , by Blanchard 
Randall IV; CRS Report RL30913, Pharmaceutical Research and Development: A 
Description and Analysis of the Process, by Richard E. Rowberg; and CRS Report 
RS20033, Food and Drug Administration: Selected Funding and Policy Issues, by Donna 
U. Vogt. 

following a congressional directive in P.F. 99-660, in 1986 HHS established a National 
Vaccine Program within the Public Health Service’s Office of the Assistant Secretary for 
Health to coordinate vaccine research, development, safety and efficacy testing, and 
production and procurement across federal agencies. Transferred organizationally in 1994 
to CDC and then back to HHS, the National Vaccine Program Office manages the Inter- 
Agency Vaccine Group and the National Vaccine Advisory Committee, and works toward 
achieving the National Vaccine Plan [published in 1994], which involves “pursuing the 
prevention of infectious diseases through immunizations” ([http://www.hhs.gov/nvpo], 

(continued...) 




